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Generic drugs in Canada: an examination of tiered pricing

Aidan Hollis PhD

he Council of the Federation (i.e., the

premiers of all provinces and territories

in Canada) recently finalized a deal with
generic drug manufacturers to reform the reim-
bursement scheme for generic drugs.! The new
scheme involving tiered pricing has a three-
year duration and was adopted by all of the
provinces except Quebec. This offers stability
and allows for assessment of the pricing
scheme in practice. The design is simple: if one
manufacturer of generic drugs enters the market
for a drug, the price falls to 75% of the price of
the brand-name drug; if two manufacturers
enter the market, the price falls to 50%; and if
three or more enter the market, the price falls to
25%. A reimbursement rate of 18% of the price
of the brand-name drug was set for a number of
high-volume products. The new arrangement is
an improvement over earlier strategies for price
setting, but it does not go far enough.

From 2007 to 2013, provincial drug plans
pursued ad hoc price reductions in the generic
drug market, which led to considerable uncer-
tainty and different pricing levels across prov-
inces. Most provinces used a fixed-price system,
in which the price of the generic drug was a
fixed ratio of the price of the brand-name drug
(e.g., 25% or 35%) regardless of how many
manufacturers offered the drug. Fixed pricing
created problems when the costs of producing a
generic drug were high and led manufacturers to
apply for exemptions from the fixed-price limit.
This led to a situation in which the government
had to assess the cost of manufacture and, in
effect, engage in utility-style, cost-based regula-
tion of many generic drugs.

The new scheme closely follows a pricing
model first proposed for Canada in 2009,> and it
represents a substantial improvement over the
fixed-price system. The basic idea is that manu-
facturers will continue to enter the market as long
as their costs are below the mandated price. Man-
ufacturers will find it profitable to enter the mar-
ket if their costs are still below the next price tier.
In effect, the new system simulates competitive
pricing because prices will be close to the com-
petitive level. Moreover, the system will operate
automatically and without the provincial insurers
needing to know the cost of manufacturing: the

cost range can be inferred by the number of firms
entering a particular drug market. (Austria uses a
similar system for its small generic drug sector,
with a less aggressive pricing structure.*)
However, the new pricing policy implemented
by the provinces is designed to stop after three
generic entrants. This leaves the potential for
ongoing big profit margins, because the production
cost for many generic products is far below 25%
of the price of the brand-name drug. For many
generic drugs, production costs may be closer to
2% or 3% of the price of the brand-name drug,
which is generally related to the insurers’ willing-
ness to pay and not to the cost of production.®
Generic drugs that are priced above cost
cause the manufacturers of generic drugs to
compete aggressively for a share of the market
by granting confidential discounts to pharmacies
to stock their products.® Although some prov-
inces (e.g., Ontario) have attempted to prevent
this type of discounting through regulation, it is
difficult to stop profitable transactions between
willing parties.” This results in a large share of
reimbursed prices being captured by pharmacies
and not as price reductions accruing to the bene-
fit of the drug plans, insurers or patients. This
failure to achieve low prices means that prov-
inces have an incentive to try something else to
save money. For example, the British Columbia
drug plan defected from the new scheme® and
recently tendered seven products (celecoxib,
topiramate, zolmitriptan ODT, alendronate,
fluoxetine, escitalopram and quetiapine) for sole
supply. Therefore, the BC public insurance pro-
gram will only cover purchases of the winning
bidder’s product. This approach should achieve
much lower prices for those drugs, given that the
new tiered-pricing approach has a high lower
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— KEY POINTS

a particular drug.

market for a drug, respectively.

benefits of competition.

e The Canadian provinces, with the exception of Quebec, have agreed to a
three-year, tiered-pricing arrangement for generic drugs, in which prices
are dependent on the number of manufacturers in the marketplace for

e The tiers are set at 75%, 50% and 25% of the price of the brand-name
drug when one, two, and three or more manufacturers enter the

e The lowest tier is high: additional tiers are needed to capture the
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limit on prices. However, this does not mean that
the tendering system is an improvement.

The main concern with tendering is its effect on
incentives to challenge patents on existing brand-
name drugs.” Canadian laws and regulations pro-
tecting brand-name drugs are complex, but it is suf-
ficient to understand that most important drugs are
protected by a web of patents with varying expiry
dates and effectiveness in preventing generic entry.
Thus, for many drugs — and certainly for most
high-volume drugs — patent litigation is a precon-
dition for generic competition. Not all of the pat-
ents simply expire before generic entry: the first
generic entrants often face a patent hearing in court
and, if they are allowed to enter the market, a patent
infringement lawsuit. This is costly because it
requires the generic drug manufacturer to commit
substantial time and out-of-pocket expenses for
intellectual property lawyers and expert witnesses.
The litigation costs can run into the millions of dol-
lars. If the generic drug manufacturer loses, it may
suffer large financial losses. If it wins, it gets to pro-
duce a generic drug and enter the market. The ben-
efits of entry mostly accrue to payers through
reduced prices, but the generic drug manufacturer
that challenged the patent can still make some
profit under the system of tiered pricing, because
the first entrant will typically retain a large share of
the market even if other generic drug manufactur-
ers enter and drive down prices.!” The tender pro-
cess puts these incentives at risk: generally, the firm
that challenged the patent has no advantage over
other firms and will have had higher costs because
of litigation. No rational generic drug manufacturer
would invest in a risky patent challenge for a prize
worth nothing. For the present, BC has avoided
creating these problems, because six of the seven
products that it has tendered did not become gener-
ics owing to generic litigation, but this is not a com-
mon situation with major drugs. (The exception is
alendronate, which became a generic in 2005.)
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Is there a path to progress? The tiered-pricing
design needs to be adjusted to allow for additional
tiers as more manufacturers enter the market. If
each additional entrant after the first three reduced
the price by 5%, it would drive prices down on
the largest products with multiple suppliers and
low costs of production. The first entrants, who
deliver benefits to payers by challenging patents
and early entry, would be rewarded. At the same
time, payers and patients would obtain competi-
tive prices that reflect the costs of supply.
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